Objective: The objective of this study was to test the short-term efficacy of a brief, fully manualized marital communication and interpersonal support intervention for couples facing recently diagnosed breast cancer.
| INTRODUCTION
Spouse caregivers of women with breast cancer suffer substantial distress during initial treatment of their wives' breast cancer that goes well beyond simple "caregiving burden." 1, 2 An estimated 22% to 32% of them reach or exceed clinical levels of anxiety or depressed mood or both, 3 and there is early evidence that caregiving can put spouses at risk for dysregulation of their pro-inflammatory and anti-inflammatory pathways. 4, 5 Breast cancer also takes a toll on the couples' relationship, including the quality of marital communication and interpersonal support and marital tension or discord. 2, [6] [7] [8] [9] [10] [11] [12] [13] [14] [15] [16] Both the quality and type of marital communication about the cancer, including partner supportive responses, significantly affect the diagnosed woman's psychological distress 7, 8 and relationship satisfaction. 7 Spouse caregivers self-describe as being unprepared for all aspects of their role 17 ; struggle with what to say and do to support their ill partner 10, 18 ; commonly misjudge how to help her, emphasizing instrumental, not interpersonal support 19 ; struggle with her emotional lability from the cancer and its treatment 10 ; and carry serious fears that, despite the best medical treatment, they may lose her to the disease. 20 Despite the magnitude of distress and the large numbers affected, there has never been a randomized control clinical trial of a fully manualized in-person intervention that is delivered directly to spouse caregivers with hypothesized benefits to both members of the dyad.
What we do know is that lengthy, multiple, face-to-face, in-home, or group-delivered interventions conjointly delivered to the dyad have significantly improved patients' and caregivers' anxiety, depressive symptoms, cancer-specific distress, and positive well-being. [14] [15] [16] 21 However, these interventions are not scalable or sustainable, and none have attempted to benefit the dyad by intervening solely with the spouse caregiver.
| Specific aims
The purpose of the current study was to test the short-term efficacy of a five-session skill-and efficacy-building communication and interpersonal support intervention delivered to spouses with hypothesized benefits to recently diagnosed wives with stages 0 to III breast cancer.
Goals were to improve spouse caregivers' and wives' depressed mood, anxiety, and cancer-related marital communication; spouses' behavioral skills and confidence in interpersonally supporting their wife and managing their own cancer-related distress; and increase wives' positive appraisal of spouses' interpersonal support and cancer-related marital communication.
| METHODS
The study was a two-group randomized control trial with block randomization that was centrally managed by the study's biostatistician using a computer random allocation program. Assessments were carried out at baseline and at 3, 6, and 9 months. Women and their caregivers were eligible if women were diagnosed within 6 months with in situ or invasive breast cancer (stage 0, I, IIA, IIB, or III), were married or in an intimate relationship with her spouse (either gender) caregiver, read and wrote English among their languages of choice, and lived within 100 miles of the study center.
After Human Subjects' approval at the study center and each recruitment site, the data collection team obtained signed informed consent from caregivers and patients and baseline measures in couples' homes. Data collectors, study participants, site intermediaries, and referring medical providers were masked on randomization status for the duration of the study. Dosage and fidelity were monitored by comparing each digitally recorded intervention session against standardized session-specific performance criteria.
| Experimental intervention
The Helping Her Heal (HHH) 34, 35 Reliability and validity are well established. 36 Internal consistency reliability for the study sample was 0.935 for caregivers and 0.945 for patients. The scale was assessed for content validity by three expert clinicians.
| Marital communication
Construct validity was evaluated by examining its correlation with spouses' depressed mood, anxiety, self-efficacy, and wife-reported perceived support. The internal consistency reliability for the study sample was 0.64 (wife support subscale) and 0.51 (self-care subscale).
| Self-efficacy scale
Spouses' self-efficacy was measured by the Cancer Self-Efficacy Scale (CASE), a 19-item self-report measure of the spouse's degree of selfconfidence to support his wife and carry out his own self-care. 20, 24 The questionnaire consists of two subscales: a wife-focused subscale and a self-care-focused subscale. 30, 37 The wife-focused subscale ( 
| Data analytic strategy
Prior to evaluating efficacy, data were inspected for sampling distributions, outliers, covariates, and floor and ceiling effects. All measures were approximately normally distributed. Primary tests of efficacy examined differences between groups at 3 months. Changes between baseline and 6 and 9 months evaluated the stability of changes.
Linear mixed models, based on maximum likelihood estimation, were used to evaluate efficacy. 38, 39 Pretreatment equivalence between experimental and control groups was examined at baseline; groups were comparable on all demographic, treatment, and outcome measures.
| Target sample size and power calculations
Prior to conducting the study, a sample size of 220 (110 in each group) was calculated a priori to detect an effect size of 0.25 to 0.5 on all spouse caregivers' and patients' outcomes assessed at 3 months postbaseline. Power calculations were based on the two-tailed t tests, P = 0.05. Cohen's d/P value denotes the effect size and P value for the change from baseline to 6 months by randomization group. c
| Sample
Cohen's d/P value denotes effect size and P value for the change from baseline to 9 months by randomization group. 
| Anxiety

| Wives' outcomes
| Depressed mood
There were no significant differences in depressed mood between wives in the experimental and control groups at 3, 6, or 9 months. Cohen's d/P value denotes effect size and P value for change from baseline to 6 months by randomization group. c
Cohen's d/P value denotes effect size and P value for change from baseline to 9 months by randomization group.
| Anxiety
There were no significant differences on anxiety between wives in the experimental and control groups at 3, 6, or 9 months. There was also a tendency for wives' anxiety to be reduced, but that change was not statistically significant. These differences between experimental and control women on chemotherapy are clinically significant given that both the effect sizes and the improvements were achieved by only intervening with the spouse.
| Marital communication
Contrary to Scott's study that required the concurrent presence of patient and caregiver, 25 current study results show that directly intervening with the spouse can improve adjustment of both members of the dyad. Contrary to a study by Manne's team, 21 the current intervention did not require conjoint therapy, mutual disclosure, nor group delivery.
| Study limitations
Caution is needed in interpreting results. The sample was biased toward well-educated, middle-class couples in long-term heterosexual marriages; results may not generalize to other populations. The measure of spouses' skills had low internal consistency reliability. Future studies need to test efficacy on a more diverse population, use a more reliable measure of spouses' skills, and use less costly methods of delivery.
| Clinical implications
Results suggest the potential benefits of directly intervening with 
